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coulrnents and sugg&om ieg2tl+ding this 
publication of the FederaE &g&&v 
comments to Dockets Maua&nent 
Lane, rm. 1061, Rockville, I’&3 I208$7. AlI 
listed in the mtice of availlability that pqblishes &I the ~~~~~~~~~~~~ 

For @e&ions on the content! of the cssaft document contact VirgSa Beaks (J@l) 594-324 1. 
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This guidance identifies the pof mli ~~~V~~3~ 
Food, Drug, and Cosmetic Act (me Acts. 
desmiid in section 505(b)(T) ofthe Act. It is SUM@ u.nd& taxtkxs SQ5 
approved uqder section SOS@) of &@Act. ~~~~~S 
arnpacation ree FDA’S ~egJlMior.ls~at ai cm 3x4.5&. 

Section 505 of the Act describes three 
fhll reports of investigations of s&&y 
contains fill3 reports of inves$@tiQrn~Qf s&q- and eff&vmw bi;rt 
il.kkmmtion l-e- for apP?Val comes ~~~,~~ not ~~~~ 
which the applicant has noi Qbtaiqed B right 
contain3 ir&mmtion to show, that’the is id~ti~ in act@e 
strength, route of adIBin.istitioq k&z 
other things, to a previously ~~roved produ@ (se&ion SOS(i)). vote. 
application is a new drug app&&ioR 

section m(b)(2) was added 
Act of 1984 ~~h-W~~ 

On.and Pat& Tern Restoration 

approval of an NLIA, on da.& not de~el~ by 
replaced FDA’spqm MM ipo&q, @&had  

pioneer drug products (see 

the paper NDA process by pem&ting under SOS(j)‘of 

‘This guidauce has been’ preparedhy the Ckhter for Dnig Evaluation andResear& (CDER) at the Food and 
Drug Administration. This guidaixe c?ocuqxent reprkents the Agency’s current t~~~~~~** the types ~~appfications 
that may be sukmitted pursuant to section SOS~b)l(;.‘) of the Act. It does not &eat: or &m&x any rights %r or on any 
person and does not operate to bind FDA or the public. An a~ternati~a~pr~~~ may beused ifsucbapproach 
satisfies the requirements of the ~ppl~~ab~e~sta~te, regulations, or bothr, 



sakty and/or effectiveness fur an approv* &g Ejraduct. 

A %@b)@) appkation is one f? which o n@ or z-non? of the upon by t&e appk-ant 
for approvaI ‘“we= not m&&ted Iq7 ox: fkx the appticmt and $3~ ~~.~e -hasn&obtaineda 
right of refimmx or use fko@ .thc p emm b$ ~1: for whom the ~v~~~o~ 
355(b)(2)). 

1. Published literature 

An applicrantshotljld kbmit a 
approval of t@e on the Agemy’s 

w 



For changes to a prevkmsly qproed drug;,‘ 
Ag em@ ikxkg &a&y and 

The additiond ix-&xmtioB aqld 
published dati. I’@  use of s e&cm 
3 14.34, was interided b “co’u”dge 
reflects the.sa.rne prkiile as.@+ m(j) app%i 
carry out studjes to d em 
was de&&NJ in a kt& TV 
then Acting I&Ike&x af the 
clarify and arr$ify tbq 
Iqgilatians. : 



III. 

submitted. Please 

approval of the application 
section 505(j). Some or alI 

* Do&age form. 
dosage form to 
safety and/or effectiveness fair an a$qrWed drug. 



past FDA ltkxding 
conducted by or for the 

* Faa-mdalion. Aa 

beyond those comi&red- 

an approved drug. IJb some fa.ses,* fma~drug 

considered critical to approval, 

sane as an active ingqed.i& is~ a list& drug. 

* Bioineguivalence. Cjems@, -an ~~~ti~ for a 
must be &titted under section kE(j))of the Act md tie. shown to 
be bioequivalent to tlje refqe&e listed dmg (21 CFR 3 14 
proposed, drug.prodisc;ts whqe t&e rate (2 
31454(b)(l)) of abso+icm 
bioeyni;valene umpqred to a 

P 
9 

I lCDFDA\CU~OMCDERGU1Z)L2853R~DC’C 
I o/04/99 



Iv. 

0  

0  

e  

V. 

2. 

WHAT  CANT  I3E S? 

An application that is a -c$a 
(see 21 C FR 3.14.I,Oi(d)(9)); or, 

An application in which the 
which the active in&eu$s) is 
less than the listed d&g (21 C&R 3~4.~4~~(~~~; or, 

which its active iqg-edim~s )  ir;, 
unintentionally less @m a  that 

e site of action is 

Unlike a full NDA for which tie ,qxmsor  has c&&&ted or ati ,Qfre tn>aU,thedata 
essential to approval, the filing or.~~~v~,~f~ X6@(2) ~~ ~ ~  ~~.~ d~~a~~ due to pate&or 
exclusivity pfx34ections cowring an 
patent certiiications describe4J at 21 
cetications to the ND& h&ier m d ”.pat&t m m %  under 21 CFR.314.52. 



A 505(b)(2) appticakion 
more of the&t&al 

if one or 

is f6r a new chemic~ e&ty l2aX 
also be eligible for orphan drug 
(section SEA ofthi Act). 

&rug or its method of 

Approval or filing o$+a 505 
of patent and exclositity rig&s 
314.108 and section $OSA ofthe 
chid i.nVestigati~ ijuppotig 

The Act (sections 505(b)(l) and (-b-)(2)) @  
505@)(l) and (b)(2) applic&ons. ~~~ 
standards for -appmval ‘(see s&tio~ 505(b) an$ (c) of the Act), they d i@& in s 
support safe5 and effectvm~ the pate@ 
and processing within the tiA. The 
descr&ed at 21 CFR 314.50.: em 
at 21 CFR 314.54. 

described 

A 505@)[2) applicatim sboul~ in&de the folkming: 



effdeness f+3r a liqted the 
were cxmducw iftljkere rn? my. 
ap@iicant is not relying 011 
alistidrng. lfqisa- 
in the 505@)(2) application, that 

Iftbereisalisteddrugt.btis~e 
505(b)(2) ap@lication> the;%$ 
pate&s listed for the 
exact patent ntiber(q), and the exactname.oftf;e l&ted 
patents have expired, 

en if &I relevant 

* Ifan appli4on is fbr approval of a 
listed a a certifictition so 

0 Studies necessary to suppoxtthe or ~~~ti~n fly-m the lis 
Complek stmiies ofsafet$ a@ ess may not-,J3e nemss 
studies are found to provide an ad 
effectivena ofthe l&ted 
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Active m&&y: “the m&$ule cx io-a, 
dmgtobeanester, 
derivative (such as 
pharmacological action of tQ3e drug 5343 

; Pharmacetntical equivalent 
identical active diug iqqedie@, 
dosage forms, but not necesq&y 
compendial or other appkab~e 

\ICDFDAICU.~~~GD;ERGUID~8~~R~.DOG 
I o/04/99 

meet the identical 
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duplicates. 


